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Ccmmellts Rc Revi~ed Mmld(/tor~1 Gllide~ines.torFedernl Warkplacer:rllS Testin,-\, Pra,\,rallls, Speciml'll 'vII lidit.l{ TestJng(69FR 19644, AprIl 13, 2004, FR DoL' ;;04-798:»

Notice (if Proposed Revisions 10 the Malldator~{ Gllidelinesfor Federal Workplact' L1.rllg Test n,!..'

Programs (69FR 19673, April 13, 2004, FRDoc #04-7984) ;\1;{

Dear Dr. Vogel

The mandatory ~dditions to validity t~stin~ appe~r quite reasonable ~i;~. ~pecific gravity refractometrs

accurate to 4 dec.lmal places and colorimetric testing for 1 or more OXIdIzing adulterants). -

However, from the MRO perspective, the proposed guidelines for confirmatory laboratory identification
of adulterants are bound to fail because of economic realities. The various acceptable instrumentatiqns
required for confirmatory identification of adulterants are: :,:j

Multiwavelength Spectrophotometry
Ion Chromatography

Capil)ary Electrophoresis
Plasma Mass Spectrometry

TJ"1;~~~ ;:-:str\.!:1'.e~t~ ~,'~ "'ery exre~sive: ::I!-:d with thp exceptio!1 of capillary electroph~resis, would r~ ge
for $100,000 to $150,000 in cost. They also require substantial maintenance. According to this same
Federal Register entry (p 19653-left column par (4) there are about 7,096,000 Federal CCFs complet d
each year. TIle current number of detected adulterated ~r substituted specimens is three on-hundre ths
of one percent (Fed. Register same entry P19645 right column par (2». This works out to be 2129
adulterated and/or substituted tests in the Federal Testing Program.

Assunling th~s newly approv:d technology picked up t\~'ice as many adulterated/substituted specinfens. we are speaking of 4258 specimens per year. There are about 50 HHS approved labs, so each lab wo lId

average about 85 adulterated/substituted results per vear. ...-",

No laboratory is going to expend the dpllars for these instruments to find 85 adUIterated/SUbstitute
1results per )'ear. Even if onl)' one lab iJr the countrj' did all of the 4258 confirmation tests per year, i

wouldn't be economically feasible for ~hat lab to invest in the instruments and their maintenance.
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Sim~)ly be.cause th~ pro~osed guideiinrs ackno\'\'.tedge tile existence of tllis technology, does not metn
any 'lab will make It available.

The first consequence of this ~1o1ic)rwi!.J be an ob\!ious increase in the number of in\ralid results prernted

to the MRO.

The seconti consequence of this policy ,wiN be a required discussiQn between the certifying scientist nd

the MRO to determine whether or not~ending this invalid s~"1ecimen to a second lal"1is likely to yiel

confirmatorv test, \\'hich \\'i.lLidentify the adulterant. This conversation \,..ill be an exercise in futilit since~ -

not any of the lal"1s is likely to in"est iniconfirmatory instrumentation for economic reasons mention

previously.

These t,olicies would waste a lot of time and money for the labs and MRO's! but would not increase ~he

yield of atiulterated specimel1s. r

The proposed regulations \'\'eresilent on the MRO response to dilute specimens, within the entire ra e
of creatinine from 2 to 20 mgm/dl. The current interim rule is very useful in requiring immediate
recollection under direct observation for creatinine 2 to 5 mgm/dl and optional recollection for (:reatj ine
5 to 20 mgm/dl. Without the "Substituted" result required of labs for the2 to 5 mgm/dl range; this s lit-
up of the dilute range would probably continue to pick up a significant number of truly substjtuted
specimens. We should not discard this concept. !
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